Department of Defense

DIRECTIVE

March 19, 1991
NUVBER 6485. 1

ASD( HA)
SUBJECT : Human Immunodef iciemcy Virus-1 (H V-1)
Ref erences: (a) Deputy Secretary of Defense Menorandum *'Policy on
| dentification, Surveillance, and Adm nistration of
; Personnel Infected wth Human Immunodeficiency Virus
(HV),”* August 4, 1988 (hereby cancel ed)
1 (b) Deputy Secretary of Defense Menorandum “Recommendati ons
for Revision of DoD Human Immunodef iciency Virus (H V)
Policies, " March 8, 1988 (hereby cancel ed)
(c) Assistant Secretary of Defense (Health Affairs) Menorandum
“Policy on Cinical Evaluation, Staging end D sease Coding
of MIlitary Personnel Infected with Human Immunodeficiency
Virus (H'V), " Septenber 11, 1987 (hereby cancel ed)
(d) Assistant Secretary of Defense (Health Affairs) Menorandum
“The DoD HTLV-III Testing Program " Decenber 5, 1985
(hereby cancel ed)
(e) through (p), see enclosure 1
A, PURPCSE
This Directive supersedes references (a) through (f) to update policy,
— responsibilities, and procedures on identification, surveillance, and

adm ni stration of civilian and mlitary personnel infected with H V-1,

B. APPLICABILITY

This Directive applies to the Ofice of the Secretary of Defense, the
Mlitary Departnments (including their Reserve conponents ), the Chairman of the
Joint Chiefs of Staff and the Joint Staff, the Unified and Specified Conmands,
and the Defense Agencies (hereafter referred to collectively as “the DoD
Conponents” ) . The tens “Mlitary Service s,” as used herein, refers to the
Arny, the Navy, the Air Force, and the Marine Corps.

c. DEFIN Tl ONS

1. Human Immunodeficiency Virus-1 (HV-1). The virus nost comonly
associated with the Acquired I mune Deficiency Syndrone (AIDS) in the United

St at es.

2. HV-1 and/or AIDS Educati on Program, Any conbination of information,
education, and behavi or-change strategi es designed to facilitate behavioral
alteration that will inprove or protect health. Included are those activities
i ntended to support or influence individuals in managing their own health
through lifestyle decisions and self-care. Operationally, such prograns
i ncl ude comunity, worksite, and clinical aspects using appropriate public
heal t h educati on nethodol ogi es.




3. Serologic Evidence_of H V-1 Infectiog A reactive result given by a
Food and Drug Adm ni stration (FDA)-approved enzyne-|i nked immunosorbent assay

(ELISA) serologic test that is confirned by a reactive and di agnosti c immuno-
electrophoresis test (Western blot (WB)) test on two separate sanpl es.

4. Host Nation. A foreign nation to which DoD U.S. civilian enpl oyees
are assigned to perform theirofficial duties.

5. DoD Civilian Employees. Current and prospective DoD U S. civilian
enpl oyees, including appropriated and nonappropriated fund personnel. This

does mnot include nenbers ofthe famly of DoD civilian enployees. enployees
of, or applicants for, positions with contractors performng work for the
Departnment of Defense, or their famlies.

6. Epidemjologjcal Assessment. The process by which personal and con-

fidential information on the possible nodes of transm ssion of HV-1 are
obtained froman H V-1 infected person. This information is used to determ ne
i f previous, present, or future contacts of the infected individual are at
risk for infection with HV-1 and to prevent further transm ssion of HIV-1,

D.  POLICY
It is DoD policy to:

1. Deny eligibility for appointnment or enlistnment for Mlitary Service to
i ndividuals with serologic evidence of H V-1 infection.

2. Screen active duty (AD) and Reserve conponent mlitary personnel
periodically for serologic evidence of H V-1 infection.

3* Refer AD personnel with serologic evidence of H V-1 infection for a
nmedi cal evaluation of fitness for continued service in the sane manner as

personnel with other progressive illnesses, as specified in DoD D rective
1332. 18 (reference (g)). Medical evaluation shall be conducted in accordance
wth the standard clinical protocol, as described in enclosure 2. | ndi vi dual s

wth serologic evidence of H V-1 infection who are fit for duty shall not be
retired or separated solely on the basis of serologic evidence of H V-1
infection. AD personnel with serological evidence of H V-1 infection or who
are ELISA repeatedly reactive, but WE negative or indeterm nate, shall be
advised to refrain from donating bl ood.

4, Deny eligibility for extended AD (duty for a period of nore than 30
days) to those Reserve conponent nenbers with serologic evidence of H V-1
i nfection (except under conditions of nobilization and on the decision of the

Secretary of the MIlitary Departnent concerned). Reserve conponent nenbers
who are not on extended AD or who are not on extended full-tinme National Guard
duty, and who show serol ogic evidence of H V-1 infection, shall be transferred
involuntarily to the Standby Reserve only if they cannot be utilized inthe

Sel ected Reserve.

5. Retire or separate AD or Reserve Service nenbers infected wth H V-1
who are determined to be unfit for further duty, as inplenented in reference

(9).
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6. Ensure the safety of the blood supply through policies of the Arned
Servi ces Blood Program O fice, the FDA guidelines, and the accreditation
requi rements of the American Association of Blood Banks.

7. Conply with applicable statutory limtations on the use of the
information obtained froma Service nmenber during, or as a result of, an
epi dem ol ogi ¢ assessnment interview and the results obtained from | aboratory
tests for HV-1, as provided in this Drective. (See encl osure 3.)

.. 8 Control transmssion of H V-1 through an aggressive disease sur-
veill ance and health education program

9. Provide education and vol untary HIV-1 serol ogic screening for DoD
healthcare beneficiaries (other than Service nenbers).

10.  Conply with host-nation requirenments for H V-1 screening of DoD
civilian enpl oyees, as described in enclosure 8.

E. RESPONSIBILITIES

1. The Assistant Secretary of Defense (Health Aff airg), i n coordi nation

with the Assistant Secretary of Defense (Force Managenent and Personnel)
(ASD(FM&P)), the Ceneral Counsel of the Department of Defense (GC, DoD), and
the Assistant Secretary of Defense (Reserve Affairs), is responsible for
establ i shing policies, procedures, and standards for the identification,
surveil l ance, and adm nistration of personnel infected with HV-1. The

Assi stant Secretary of Defense (Health Affairs) (ASD(HA)) shall provide
overal | policy guidance and approval for the H V-1 and/or A DS education and
information efforts and shall establish the HV-1 and/or AIDS |Information and
Educati on Coordi nating Commttee.

2. The secretaries of the Military Departmentg shall establish Service

policies, procedures, and standards for the identification, surveillance,
education, and admnistration of personnel infected with H V-1, based on and
consistent with all sections of this Directive.

3. The Assistant Secretarv of Defense (Force Managenent and Personnel
shal |l establish and revise policies governing HV-1 screening of DoD civilian
enpl oyees assigned to, performng official travel in, or deployed on ships
wth ports of call at host nations, in coordination with the ASD(HA), the
Assistant Secretary of Defense (International Security Affairs), and the GCC
DoD .

4. The Assistant Secretarvy of Defense (International Security Affairs)
shall identify or confirm host-nation H V-1 screening requirenents for DoD
civilians, transmt this information to the ASD(FM&P), and coordi nate requests
for screening with the Departnent of State.

5. The Heads of the DoD Components shall inplement H V-1 screening
policies and procedures for DoD civilian enployees identified in subsection
E.3., above, and shall take the follow ng actions:

a. Report newy established host-nation H V-1 screening requirenents
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to the ASD(FM&P) and provide sufficient background information to support a
decision. This reporting requirenent is exenpt fromlicensing, in accordance
wi th DoD 7750.5-M paragraph E.4.b. (reference (h)).

b. Develop and distribute *policy inplenenting instructions.

c. Establish procedures to notify individuals who are evaluated as
H V-1 seropositive and provide initial counseling to them

F. PRQCEDURES

1. Applicants for Mlitary Service and, periodically, AD and Reserve
conmponent mlitary personnel shall be screened for serologic evidence of H V-1
infection. Testing and interpretation of results shall be in accordance with
the procedures in enclosure 4. Test results shall be reported to the Report-
abl e Disease Data Base, as described in the ASD(HA) Menorandum (reference (i)).

2. Applicants for enlisted service shall be screened at the Mlitary
Entrance Processing Stations or the initial point of entry to Mlitary
Service. Applicants who enlist under a delayed enlistnent program but before
entry on AD and who exhibit serologic evidence of H V-1 infection, may be
di scharged due to erroneous enlistnent.

3. Oficer candidates shall be screened during their preappointnment
and/ or precontracting physical exam nation. The disposition of officer
applicants who are ineligible for appointnment due to serologic evidence of
H V-1 infection shall be in accordance with the procedures in enclosure 5.

4.  Applicants for Reserve conponents shall be screened during the nornal
entry physical exam nations or in the preappointnent prograns established for
officers. Those individuals with serologic evidence of H V-1 infection who
are required to neet accession nedical fitness standards to enlist, or be
appoi nted, are not eligible for Mlitary Service wth the Reserve conponents.

5. Initial testing and periodic retesting of AD and Reserve conponent
personnel shall be acconplished in the priority listed in enclosure 6.

6. AD personnel (including Active Guard and/ or Reserve) who exhibit
serol ogic evidence of H V-1 infection shall receive a nedical evaluation in
accordance with the procedures in enclosures 2, 6, and 7. (Guard and Reserve
personnel, not on extended AD, nust obtain a nedical evaluation froma
civilian physician.

/. The Head of each MIlitary Service shall appoint an H V-1 and/or AlDS
education program coordinator to serve as the focal point for all H V-1 and/or
Al DS education programissues and to integrate the educational activities of
t he nmedi cal and personnel departnents.

8. An HV-1 and/or AIDS Information and Education Coordinating Commttee
shall be established to enhance communication anong the Mlitary Services,
recommend joint education policy and program actions, review education program
| mpl enentation, and recomend net hodol ogi es and procedures for program eval -
uation. That conmttee shall be chaired by a representative of the ASD(HA).
Menbers shall include two representatives fromthe Ofice of the ASD(FM&P)
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and the H V-1 and/or AIDS education program coordinator fromeach Mlitary
Service. Additional nenbers shall represent the Arnmed Services Bl ood Program
Ofice and, on an ad hoc basis, the OASD(HA). Policy and program proposals
shall be coordinated with the Secretaries of the MIlitary Departnents.

9. The Head of each MIlitary Service shall prepare a plan for the
| npl enentation of a conprehensive H V-1 and/or AIDS education program that
i ncl udes specific objectives wth neasurable action steps. The plan shall
address information, education, and behavior-change strategies, as described
I N enclosure 6.

10. CGivilians nmay not be nandatorily tested for serologic evidence of
H V-1 infection except as necessary to conply with valid host-nation require-
ments for screening of DoD enployees. Procedures for mandatory screening of
DoD civilians shall be in accordance with enclosure 8.

11*  The nedi cal assessnent of each exposure to, amnd/or case of, H V-1
infection seen at a mlitary nedical treatnment facility (MTF). shall include an
epidemiological assessnent of the potential transmi ssion of H V-1 to other
persons at risk of infection, including sexual and other intinmate contacts and
fam |y of the patient, and transfusion history. The occurrence of H V-1
i nfection or serologic evidence of H V-1 infection nmay not be used as a basis
for any disciplinary action against an individual, except as described in
encl osure 3.

12.  Each mlitary nedical service shall-conduct an ongoing clinical
eval uation of each AD Service nenber with serologic evidence of H V-1
infection at |east annually. CD4 |ynphocyte percentages or counts shall be
monitored at |east every 6 nonths. Appropriate preventive nedicine counseling
shall also be provided to all individual patients, and public health education
materials shall be made available to that medical services’ beneficiary
popul ati on. Each mlitary nedical service shall conduct |ongitudinal clinical
eval uations of AD Service menbers wth serologic evidence of H V-1 infection
and shall prepare internal reports to facilitate tinely review and
reassessnent of current policy guidelines.

13. Al mlitary MTFsshall notify pronptly the cognizant mlitary health
authority, when there is clinical or |aboratory evidence indicative of
infection with H'V-1, in accordance with enclosure 9.

14.  The Secretary of each MIlitary Departnment shall ensure that a necha-
nismis established to gather data on the epidemology of H V-1 infection of
its menbers. Such epidemiological research shall be acconplished to ensure
appropriate protection of information given by the Service nmenber on the neans
of transm ssion.

15.  The Department of the Arny, as the lead Agency for infectious disease
research within the Departnment of Defense, shall budget for and fund
tri-Mlitary Department DoD HI V-1 research efforts, in accordance with
gui dance provided by the ASD(HA). The research program shall focus on the
epi dem ol ogy and natural history of HV-1 infections in mlitary and mlitary
associ ated popul ations; oninproving the nethods for rapid diagnosis
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and pat iemt eval uation; amd on studies of the inmune response to H V-1
infection, including the potential for increased risk in the mlitary
operational environnent.

16. Service nenbers with serologic evidence of H V-1 infection shall be

assigned within the United States, including Alaska. Hawaii, and Puerto Rico,
due to the high priority assigned to the continued nedi cal eval uation of
mlitary personnel. The Secretaries of the Mlitary Departnments may restrict

such individuals to nondeployable units or positions for purposes of force
readi ness. To protect the health and safety of Service nenbers with serologic
evidence of H V-1 infection and of other Service nenbers (and for no other
reason), the Secretaries of the Mlitary Departnments may, on a case-by-case
basis, limt assignment of H V-l-infected individuals on the nature and

| ocation ofthe duties perforned in accordance with operational requirenents.

17.  AD and Reserve conponent personnel with serologic evidence of H V-1
i nfection shall be retained or separated in accordance with enclosure 10.

18.  The ASD(HA), in coordination wth the Heads of the MIlitary Services,
shal|l revise enclosures 2, 4, 6, and 7, as appropriate. The ASD(FM&P) shal |
revise enclosure 8, as appropriate. Revisions under this subsection shall be
in coordination with the 6C, DoD.

G EFFECTIVE DATE AND | MPLEMENTATI ON

This Directive is effective imediately. Forward two copies of
| mpl enenting docunents to the Assistant Secretary of Defense (Health Affairs)
w thin 90 days.

l. ‘__‘ . '0

Donal d J. Atwood
Deputy “Secretary of Defense

Encl osures - 10

1. References

2. Standard dinical Protocol

3. Limtations on the Use of Information

4. HV-1 Testing and Interpretation of Results

5. Admi nistration of Oficer Applicants

6. Disease Surveillance and Health Education

7. Procedure for Evaluating T-Hel per Cell Count

8. H V-1 Testing of DoD Civilian Enpl oyees

9* Personnel Notification and Epidemiological | nvestigation
10. Retention and Separation
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REFERENCES, conti nued

Assistant Secretary of Defense (Health Af f airs ) Menorandum “’'Mlitary

| mpl enent ati on of Public Health Service Provisional Recommendations
Concerning Testing Blood and Plasma for Antibodies to HTLV-II11, 7 July 17,
1985 (hereby cancel ed)

DoD Instruction 1438.4, *“Conpliance with Host Nati on Human Immuno-
deficiency Virus (HV) Screening Requirements for DoD Cvilian

Enpl oyees,”’ Decenber 5, 1988 (hereby cancel ed)

DoD Directive 1332.18, ‘*Separation fromthe Mlitary Service by Reason of
Physical Disability,” February 25, 1986

DoD 7750.5-M ‘*DoD Procedures for Managenent of I|nformation Require-
ments,” Novenber 1986, authorized by DoD Directive 7750.5, August 7, 1986
Assistant Secretary of Defense (Health Affairs) Menorandum “DoD
Reportabl e Di sease Database,” Decenber 30, 1985

Chapter 47 of title 10, United States Code, “Uniform Code of Mlitary
Justice (UCMJ)"

Assi stant Secretary of Defense (Force Managenent and Personnel)
Menmorandum “Information and Gui dance on Human Immunodeficiency Virus
(HV),”* January 22, 1988

Federal Personnel Mnual Bulletin 792-42, “AIDS in the Wrkplace,* March
24, 1988

Section 794 of title 29, United States Code, ‘*Section 504 of the Rehabil -
itation Act of 1973,” as anended

DoD Directive 5400.11, “’Departnent of Defense Privacy Program*’ June 9,
1982

Assi stant Secretary of Defense (Health Affairs) Menorandum “’HV Testing
and Look Back @uidelines for Honol ogous Bl ood Donations,” January 11, 1989
Public Law 93-579, ‘*Privacy Act of 1974,” Decenber 31, 1974 (5 U.S.C.
552a)
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STANDARD CL| Nl CAL PROTOCOL

A MEDI CAL EVALUATI ON

1. A conplete nedical evaluation shall be acconplished, at |east annual -
|y, and T-cell subset evaluation at |east every 6 nonths, on mlitary person-
nel with serologic evidence of H V-1 infection. This medical evaluation
shal | be docunented in a nmanner consistent with the Head of the Medical
Eval uation Board requirenents of each Service.

2. Mnimally, the nmedical workup shall include the follow ng:
a. An epidemiological assessnent.

b. H story and physical exam nation, to include a neurol ogical and
neuropsychiatric eval uation.

c. Conplete blood count with differential, platelet count, red bl ood
cell indices, and erythrocyte sedi nentation rate.

d. Total I|ynphocyte count, total T-Iynphocyte cell count, and
absol ute CD4 and CD8 | evels.

e. Intradermal skin tests (intermediate purified protein derivative
standard tuberculin units, munps 40 colony formng units (CFU) per mlliliter
(m), trichophyton 1:30, candida 1:10, and tetanus 1:10).

f. H V-1 ELI SA and confirmation test.

g. Chest x-ray (posterior-anterior and lateral) on the initial
eval uat i on. Subsequent chest x-rays shall be ordered when clinically
| ndi cat ed.

3. Because of the strong association of H V-1 infection with other sex-
ually transmtted diseases, the workup mnimally shall include evaluative
tests for syphilis, hepatitis, urethritis, cervicitis, or proctitis.

4, The Surgeon Ceneral of each MIlitary Departnent shall designate DoD
Conponent military MTFs, which are to be used to evaluate and treat individ-
uals with serologic evidence of HIV-1 infection. The initial evaluation and
annual reevaluation of Service nenbers with serologic evidence of H V-1
infection shall ordinarily be acconplished wthin the individual’s respective
Mlitary Departnent. In the case of synptomatic individuals, subsequent
hospitalizations or continuation of care followng the initial evaluation my
be at any designated MIF within the Departnment of Defense.

5. A frozen blood specinmen on all H V-1-positive individuals shall be
mai ntai ned for at least 3 years at -70 Celsius. The MIlitary Departnents
shall maintain central serum banks.

6. A nental health assessnent and social history shall be elicited that
i ncl udes current enotional and social support, depression, interpersonal
rel ati onshi ps, and work adjustnment. Sociodemographic and psychosocial risk
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factors relating to suicide, drug and al cohol abuse, and major nental illness
shal | be enphasized. Subtle signs of dementia shall also be sought.

a. The nental health evaluation nmay be performed by a psychiatric
nurse, psychiatric social worker, psychol ogist, trained nonpsychiatric
physi ci an, or psychiatrist, depending on |ocal MIF resources.

b. Specific diagnostic and treatnent nodalities shall depend on
clinical and research resources at each site, but may include psychiatric
rating scales and behavioral intervention strategies. Exanples of testing
met hods that shall be enployed include the follow ng: Beck Depression Index,
Michigan Al cohol Screening Test, Perceived Social Support Questionnaire,
Synpt om Check List 90-Revi sed, Wechsler Menory Scal e- Revi sed, Halstead-
Reitan, and Trail maki ng B.

c. Psychiatric consultation shall be sought for further evaluation,
I f concerns exist for fitness for duty, or if this screening evaluation sug-
gests that nore detailed psychiatric evaluation is needed. |f the patient
has persistent evidence of dimnished intellectual skills, personality
changes, and notor inpairnment, the patient shall require specialized studies
(necrol ogi ¢ studies, conputed tonography or magnet resonance imaging, |unbar
puncture, psychiatric exam nation, and neuropsychologic testing) to evaluate
t he possi ble presence ofa H V-|-related nental or neurol ogi cal syndrone.

B ARMED FORCES H V-1 DI SEASE CLASSI FI CATI ON

1. All patients with either serologic evidence of HI V-1 infection or a
positive virus isolation shall be staged according to the follow ng schene:

Stage H V-1 Chronic T- Hel per Del ayed  Thrush Qppo 1 -
Ant i body Lynph- Cel |l s per Hyper- tunistic
and/ or adenopathy Cubic sensi- | nfection
Virus MITlineter tivity
| sol ati on (mm3)

1 + Gr400 WNL

2 + + Gr400 VAL

3 + +/- LT400 VAL

4 + +/ - LT400 P

5 + + - LT4 00 P/c +

6 + + - LT4 00 P/ c + - +
( 67 = greater than, LT . l|ess than)

2. Because of the natural variability of the nunber of T-helper cells,
classification of HV-1 infections shall not be based on a single T-hel per
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cell determination. A second count at an interval of at least 1 nonth is
required if the initial CD4 absolute nunber is less than 400 cells per mmi.
The higher of the two counts shall be used for staging. Al HV-I-infected
personnel shall have CD4 |ynphocyte percentages or counts nonitored at | east
every 6 nonths.

3* There are a small nunber of patients who cannot be readily staged
using the scheme in subsection B.2. of this enclosure, above. Wen a patient
falls between two stages the |ower stage shall be selected; e.g., select
stage 4, if patient falls between stages 4 and 5.

4, Stages 1 through 6 require denonstration of the presence of H V-1
antibody to structural proteins and/or H V-1 virus isolation.

5. An individual will occasionally be found with at |east 400 T-hel per
cells per miwho denonstrates partial or conplete cutaneous anergy. In
staging, if the CD4 nunber is 400 cells per mi, or greater, the individual
shall be placed in stage 1 or 2.

6. Stage 5 is defined by the occurrence of either conplete anerqgy, or
thrushénicroscopically confirmed in a patient with Iess than 400 C4 cells
per nm-.

7.  The presence of symptons is denoted by the addition of the letter B
after the stage; e.g., stage 5B. Synptons are defined as fever greater than
100.5 Fahrenheit for 3 weeks, unexplained weight |oss of greater than 10 per-
cent of body weight over 3 nonths, night sweats for at |east 3 weeks, or
chronic diarrhea for at least 1 nonth. Mny of these patients can be docu-
mented to have an occult opportunistic infection (01) by a careful and
conpl ete reeval uation.

8. Kaposi's sarcoma is designated by adding the letter K after the
appropriate class; e.g., stage 4K Current evidence suggests that this
neoplastic process i s not dependent on severe T-hel per cell depletion.

9. The occurrence of other neoplasms i s designated by adding the letter
N after the appropriate class; e.g., stage 4N.

10.  Central nervous system (CNS) H V-1 is necrologic disease or second-
ary psychiatric di sease (demyelinating di sease, encephalopathy, and/or neurop-
athy), as a result of infection of the nervous system by HIV-1 and is desig-
nated by adding CNS after the appropriate stage; e.g., stage 4CNS. An
abnor mal cerebrospinal fluid (e.g., pleocytosis, increased cerebrospinal
fluid protein, increased cerebrospinal fluid IgG, viral isolation, or
oligoclonal bands) does not al one warrant this designation.

11.  H V-1 antibody is defined as the presence of antibody to the struc-
tural proteins of H V-1, as determned by WB techniques or supplenental
tests. (See enclosure 4, paragraph D.4.a.) HV-1 virus isolation also
fulfills criteria to docunent infection.

12, Chronic | ynphadenopathy is defined as two or nore extrainguinal sites

2-3



wth |Iynph nodes greater than, or equal to, 1 centineter in dianmeter that
persist for nore than 3 nonths.

13. T-helper cells are expressed as cells per nmm. Quantitative deple-
tion nust be persistent for at least 1 nonth to be placed in stage 3 or a
hi gher stage.

14. Del ayed hypersensitivity is defined as within normal |imts (WNL)
when an intact cutaneous response (nean dianeter of induration greater than,
or equal to, 5 mllineters) to at least two of the follow ng four intradermal
test antigens is observed: tetanus 1:10, trichophyton 1:30, nmunps 40 CPU per
mM, and candida 1:10. A partial response is defined as an intact cutaneous
response to only one of those four antigens. The letter “C represents
conpl ete cutaneous anergy to all four test antigens.

15.  Thrush is defined as clinical oral candidiasis including a positive
pot assi um hydroxi de (KOH) preparation or yeast seen on gram stain.

160 01 is present when infections such as pneunocystis carinii
pneunoni a, CNS or dissem nated toxoplasnosis, chronic cryptosporidiosis,
candida esophagitis, dissem nated histoplasnosis, CNS or di ssem nated
cryptococcosis, di ssem nated atypi cal mycobacterial di Sease, extrapulmonary
t ubercul osi s, dissem nated nocardiosis, di ssem nated cytomegalovirus, Or
chroni ¢ nmucocut aneous herpes sinplex occur. Qher dissem nated or chronic
nonself-limited i nfections with agents in which cellular inmunity plays a
pivotal role in host defense (i.e., viral, parasitic, fungal, mycobacterial,
or certain other bacterial agents) should be anticipated to cause
opportunistic disease in patients with stages 5 and 6. Kaposi’'s sarconm
solely does not fulfill stag- ing criteria for stage 6.

c. MDICAL RECORD CODING OF H V-1 | NEECTI ONS

The MIFs shall use both the 042-044 and 795.8 codes fromthe
| nternational Cassification of Disease, 9th Revision, dinical Mdification
(ICD-9-CM). The code extenders 795.8--1 to 795.8--9 were devel oped to
support the DoD classification systemto indicate staging. The appropriate
795.8 code shall be used when an individual is evaluated by a MIF. Per DoD
di sease and procedure classification I1¢pD-9-CM codi ng guidelines, they can be
used alone, followng the initial screening process, or in conjunction with
the 042-044 codes. The follow ng 042-044 codes describe the site of
Infection and are conpatible with civilian practice:

1.  These codes shall be used only on inpatient records:

CODE DESCRI PTI ON

042.0 H V-1 infection wth specified infections

042.1 H V-1 infection causing other specified infections
042.2 H V-1 infection wth specified malignant neoplasms
042.9 Al DS unspecified

043.0 H V-1 infection causing |ynphadenopathy
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043.1 H V-1 infection causing specified diseases of CNS

043. 2 H V-1 infection causing other disorders of inmune nmechani sm
043. 3 H V-1 infection causing other specified conditions
043.9 AIDS-rel ated conplex with or wthout other conditions
044.0 H V-1 infection causing specific acute infections

044.9 H V-1 infection unspecified

795.8-1 H V-1 (HIV-1 anti body positive stage 1 of infection)
795.8-2 As above, stage 2 of infection

795.8-3 As above, stage 3 of infection

“795.8-4 As above, stage 4 of infection

795.8-5 As above, stage 5 of infection

795.8-6 As above, stage 6 of infection

795.8-9 H V-1 antibody positive, stage of infection unspecified

2. The follow ng codes are no |onger authorized for use, having been
repl aced by the 759.8 code wth extenders, as in subsection . of this
encl osure, above. Records should be updated by replacing the following wth
the current approved code:

V73.71 H V-1 anti body positive, stage 1 of infection

V73.72 As above, stage 2 of infection
V73.73 As above, stage 3 of infection
V73. 74 As above, stage 4 of infection
V73. 75 As above, stage 5 of infection
v73.76 As above, stage 6 of infection”
v73.79 As above, stage of infection unspecified

3. The followi ng codes shall be used only on outpatient records:

V72.60 Serologic test only - H V-1 antibody negative (ELISA or conpa-
rabl e screening test negative), a single positive ELISA that is
negative and on repeat ELISA testing that is negative

V72.61 Serologic test only - H V-1 antibody unconfirmed (repeatedly
reactive ELISA with negative WB)

V72.62 Serologic test only - H V-1 anti body positive (WB or conparable
anti body assay positive)

V72.69 Qt her |aboratory exam nation

D. DI SPOSITION OF | NDIVIDUALS | NFECTED

1. Fitness for duty determ nations shall be in accordance with DoD
Directive 1332.18 (reference (g)). The fitness for duty determ nation shall
not be based solely on the Armed Forces H V-1 disease classification.

2. Service nmenbers infected wwth H V-1 shall be referred to a Medi cal
Eval uati on Board, regardless of the clinical stage of the disease, if the
Service nmenber shows signs of immunol ogical deficiency or a progressive
illness. Signs of inmmunological deficiency include persistent reduction in
the level of T-helper |ynphocytes below 300 cells per nmfor greater than 1
month w thout other denonstrable cause; reduced or absent delayed hyper-
sensitivity, as neasured by the standardi zed battery of skin tests (in
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association with other significant clinical findings); developnent of thrush;
i ncreased susceptibility to either conmon or unconmon infections; and nore
severe episodes of infection than usually seen with a given organism  Signs
of a progressive clinical illness include devel opnment of neurol ogical nmani-
festations; Kaposi's sarcomm; other lymphoreticular nal i gnanci es; thrombo-
cytopenia; diffuse, persistent |ynphadenopathy; or unexpl ai ned wei ght | oss,
di arrhea, anorexia, fever, malaise, or fatigue. The Walter Reed staging sys-
tem may not be the sole criterion for evaluations of fitness for duty in Med-

i cal Eval uation Board reports.
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LI M TATI ONS ON THE USE OF | NFORMATI ON

A LIMTATIONS OF RESULTS

1. Results obtained from | aboratory tests performed under this D rective
may not be used as the sole basis for separation of a Service nmenber. Those
results may be used to support a separation based on physical disability or
as specifically authorized by any section in this Directive. This subsection
shall not preclude use of such |aboratory test results in any other nanner
consistent With |aw or regul ation.

2. Laboratory test results confirmng the serologic evidence of H V-1
i nfection may not be used as an independent basis for any adverse adminis-
trative action or any disciplinary action, including punitive actions under
the UCMJ (10 U.S.C. 47, reference (j)). However, such results may be used
for other purposes including, but not Iimted to, the follow ng:

a. Separation under the accession testing program
b. Voluntary separation for the conveni ence of the Governnent.
c. OQher admnistrative separation action authorized by DoD policy.

d. In conducting authorized Armed Services Blood Program Look Back
activities. '

e. Oher purposes (such as rebuttal or inpeachnent) consistent wth
| aw or regulation (e.g., the Federal or MIlitary Rules of Evidence or the
rules of evidence of a State), including to establish the H V-1 seroposi-
tivity of a Service nenber when:

(1) The Service nenber disregards the preventive nmedi ci ne coun-
seling or the preventive nedicine order, or both, in an admnistrative or
di sciplinary action based on such disregard or disobedience.

(2) HV-1 infection is an elenent in any perm ssible adm nis-
trative or disciplinary action, including any crimnal prosecution (e.g., as
an el ement of proof of an offense charged under the UCMJ (reference (j)). or
under the code of a State or the United States).

(3) HV-1 infection is a proper ancillary matter in an adm nis-
trative or disciplinary action, including any crimnal prosecution (e.g., as
a matter in aggravation in a court-martial in which the H V-1 positive Serv-
i ce menber is convicted of an act of rape conmtted after being informed that
he is H V-1 positive).

B. LIMTATIONS ON THE usE OF | NFORVATI ON OBTAINED IN THE EPI DEM OLOG CAL
ASSESSMENT | NTERVI EW

1. Information obtained froma Service nenber during, or as a result of,
an epi dem ol ogi ¢ assessnent interview may not be used against the Service
menber in the follow ng:
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a. A court-martial.

b. Line of duty determ nation.

c. Nonjudicial punishnment.

d. Involuntary separation (other than for nedical reasons).
e. Admnistrative or punitive reduction-in-grade.

f. Denial of pronotion.

g. An unfavorable entry in a personnel record.

h. Abar to reenlistnent.

i. Any other action considered by the Secretary of the Mlitary
Depart ment concerned to be an adverse personnel action,

2* The limtations in subsection B.1. of this enclosure, above, do not
apply to the introduction of evidence for appropriate inpeachnent or rebuttal
purposes in any proceeding, such as one in which the evidence of drug abuse
or relevant sexual activity (or lack, thereof) has been first introduced by
the Service nenber or to disciplinary or other action based on independently
derived evidence.

3. The limtations in subsection B.1. of this enclosure, above, do not
apply to, on a case-by-case basis, nonadverse personnel actions, such as:

a. Reassignnent.

b. Disqualification (tenporary or permanent) from a personnel
reliability program

c. Denial, suspension, or revocation of a security clearance.
d. Suspension or termnation of access to classified informtion.

e. Renoval (tenporary or permanent) from flight status or other
duties requiring a high degree of stability or alertness, including explosive
ordnance di sposal or deep-sea diving.

C. GENERAL

Except as authorized by this Directive, if any such personnel actions are
t aken because of, or are supported by, serologic evidence of H V-1 infection
or information described in section A of this enclosure, above, no
unfavorable entry may be placed in a personnel record for such actions.
Recording a personnel action is not an unfavorable entry in a personnel
record. Additionally, information reflecting that an individual has
serologic or other evidence of infection wth HV-1 is not an unfavorable
entry in a personnel record.
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H V-1 TESTING AND | NTERPRETATI ON OF RESULTS

A LABORATORI ES

1. Either in-house or contract |aboratories shall be used to performthe
initial screening test on specinmens collected from Service nenbers.

2. Confirmatory testing shall be limted to as few | aboratories per
Service as possible, since the confirmatory test is subjective and tight con-
trols nust be maintai ned on both the procedure and interpretation of results.

3. After awarding a contract, final approval of the |aboratory shall be
contingent on an inspection by the appropriate Mlitary Service. The
| aboratory nust correctly identify 95 percent of the sanples in an open panel
(20 specinens) provided by a DoD reference |aboratory. The inspection shall
focus on the |aboratory facilities, standard operation procedure nmanual s,
training of technicians, specinmen handling procedures, reporting
capabilities, and internal quality control procedures.

4, The Heads of the MIlitary Services shall ensure the conduct of a
sem annual quality assurance inspection of each contract |aboratory.

5. Al specinmens positive on the confirmatory test shall be stored
frozen in the Services’ central serum bank.

B. SPECIMEN COLLECTI ON AND HANDLI NG

1. Blood sanples shall be collected using appropriate vacutainer tubes.

2. Mnimally, each sanple shall have a |abel containing the individual’s
soci al security nunber, the date and tine of collection, and a |aboratory
assi gned nunber.

3. Sanples shall be centrifuged and serum separated within 6 hours of
col | ection.

4*  Specinmens shall be refrigerated before the initial test. | f the

initial test is not conducted within 7 days, or the date at which the sanple
was collected is unknown, the specinen shall be frozen.

5 Cold packs shall be used to maintain specinmens at refrigerated tem-
peratures during transit between |aboratories.

c. INTIAL TEST

1. The initial test shall be conducted using an FDA-approved ELISA test
kit and results interpreted according to the manufacturer’s package insert.

2. The laboratory shall establish an internal quality control program
that includes a mninmumtotal of 10 percent quality control sanples per batch
(e.g., standards, negatives, positive controls, and blind sanples).
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3* Al controls and blinds shall be 100-percent correct before the en-
tire batch results are considered acceptable.

D. CONFIRMATORY TEST

1. Each laboratory performng the WB test shall conduct the test using a
FDA- approved procedure.

2. Mnimally, the |aboratory shall validate its procedure using a proto-
col that establishes the accuracy, precision, and reproducibility of the
met hod.

3. The internal quality control program shall include a mninmum total of
20-percent quality control sanples (e.g., standards, negatives, positive
controls, or blind sanples).

4, wWB test results shall be interpreted, as follows:

a. Positive, when it exhibits at |east two of three bands at p24,
gp4l, and gpl20 and/or 160.

b. Negative, when it exhibits no bands.
c. An indetermnate shall be resolved using nondiagnostic tests of a

different technology. The follow ng scheme shall be used to report results
when suppl enmental testing is conducted to resol ve nondiagnostic WB results:

Lab Test Resul t
First ELISA + + + + + +
Second and/or third ELISA + + + + +
WB + +/ - +/ - +/ -
Suppl enent al + +/ -

Laboratory

Report + +
+ . positive

negative
+/- = nondiagnostic

E.  REFERENCE LABORATORY AND EXTERNAL Proficient TESTING

1. The Secretaries of the Mlitary Departnments shall establish a refer-
ence | aboratory to provide panels of specinens to its blood banks conducting
ELISA testing, to its contract |aboratories conducting WB testing, and to the
reference | aboratories of the other Services.

2. The open panels shall consist of 20 specinens containing approxi-
mat el y 50- percent negatives and 50-percent positives.
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3. The panels shall be provided at |east quarterly. Each |aboratory
shall report correctly 95 percent of the sanples.

4, The Secretaries of the MIlitary Departnents shall retain the
responsibility to interpret all confirmatory results on specinens analyzed by
contract |aboratories.

5. The specific requirenents, determ ned by each Mlitary Departnent,
for the external proficiency testing program (nunmber of blind and open
sanpl es, frequency, criteria for acceptable performance, etc.) shall depend
on the workl oad of each laboratory doing confirmatory testing.
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ADM NI STRATI ON OF OFFI CER APPLICANTS

Adm nistration of officer applicants who are ineligible for appointnent,
due to serologic evidence of H V-1 infection, shall be in accordance with the
foll ow ng provisions:

A Enlisted nenbers who are candidates for appointnment through Oficer

Candi date School (ocs) or Oficer Training School (0rs) prograns shall be
disenrolled i medi ately fromthe program |If OCS and/or OIS is the individ-
ual’'s initial entry training, the individual shall be discharged. |If the
sol e basis for discharge is serologic evidence of HV-1 infection, an honor-
able or entry-level discharge, as appropriate, shall be issued. A candidate
who has conpleted initial entry training during the current period of service
before entry into candidate status shall be adm nistered in accordance with
Service regulations for enlisted personnel.

B. Individuals in preappointnment prograns, such as Reserve Oficer Training
Corps (ROTC) and Health Professions Scholarship Program participants, shall
be disenrolled fromthe program  However, the Head of the Mlitary Service
concerned, or the designated representative, may del ay disenrollment to the
end of the academic term (i.e., senester, quarter, or simlar period) in

whi ch serologic evidence of H V-1 infection is confirned. Disenrolled par-
ticipants shall be permitted to retain any financial support through the end
of the academc termin which the disenrollment is effected. Fi nanci al

assi stance received in these progranms is not “subject to recoupnent, if the
sol e basis for disenrollment i S serologic evidence of H V-1 infection.

C. Service acadeny cadets, mdshi pmen, and personnel attending the Uniforned
Services University of the Health Sciences (USUHS) shall be separated from
the respective Service acadeny or USUHS and di scharged. The Head of the
Mlitary Service concerned, or the designated representative, nmay delay
separation to the end of the current academ c year. A cadet or m dshipnman
granted such a delay in the final academc year, who is otherwi se qualified,
may be graduated w thout conm ssion and, thereafter, discharged. |f the sole
basis for discharge is serologic evidence of H V-1 infection, an honorable

di scharge shall be issued.

D. Conm ssioned officers in DoD sponsored professional education prograns

| eading to appointnent in a professional mlitary specialty (including, but
not limted to, nedical, dental, chaplain, and |egal and/or judge advocate)
shal |l be disenrolled fromthe programat the end of the academc termin

whi ch serologic evidence of H V-1 infection is confirned. Disenrolled offi -
cers shall be adm nistered in accordance with Service regulations. Except as
specifically prohibited by statute, any additional Service obligation incur-
red by participation in such prograns shall be waived, and financial assist-
ance received in these prograns shall not be subject to recoupnent. Periods
spent by such officers in these prograns shall be applied fully toward satis-
faction of any preexisting Service obligation.

E. Al personnel disenrolled from officer prograns who are to be separated

shal |l be given appropriate counseling, to include preventive nedicine coun-
seling and advice to seek treatment froma civilian physician.
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DI SEASE SURVEILLANCE AND HEALTH EDUCATI ON

A GENERAL

Prevention of harmto personnel wth serologic evidence of H V-1 infec-
tion and control of transm ssion of H V-1, a comunicable disease, are
dependent on an aggressive disease surveillance and health education pro-
gram  Those persons whose behaviors put them and others at high risk of
i nfection, followed by those who are infected, shall receive the highest
priority for information, education, and behavior change prograns.

B. DISEASE SURVEI LLANCE

1. Periodic retesting of mlitary personnel shall be acconplished in the
followng priority order:

a. Mlitary personnel serving in, or subject to deployment on short
notice to, areas of the world with a high risk of endem c disease or with
m ni mal existing nedical capability.

b. Mlitary personnel serving in, or pending assignment to, all
ot her overseas permanent duty stations.

c. Mlitary personnel serving in units subject to deploynent over-
seas.

d. Oher mlitary personnel or units deened appropriate by the re-
spective Mlitary Departnent, such as nedi cal personnel involved in the care
of H'V-1 infected patients, patients being treated for sexually transmtted
di seases or presenting at sexually transmtted disease clinics, patients
being treated for al cohol and drug abuse or admtted to al cohol and drug
rehabilitation units, and patients at prenatal clinics.

e. Al remaining mlitary personnel in conjunction with routinely
schedul ed periodic physical exam nations.

2*  AD personnel (to include Active Guard and/or Reserve and/or Sel ected
Reserve) with serologic evidence of H V-1 infection shall receive a nedical
evaluation to determne the status of their potential infection and the
potential adverse consequences to the individual of serving in a particular
geographic region. The standard clinical protocol in enclosure 2 shall be
used to ensure consistent evaluation and classification of patients at all
mlitary MIFs. Docunentation of the nedical evaluation shall be equival ent
to the nedical board conponent of the Physical Evaluation Board process.

3.  Reserve conponent nmenbers not on extended AD are ineligible for med-
i cal evaluation (beyond initial testing and counseling) in mlitary MTIFs.
Therefore, those Reserve conponent individuals shall be counseled on the
significance of a positive HV-1 antibody test and referred to their private
physi cians for nedical care and counseling.

4. The surveillance of mlitary personnel for HV-1 infection is being
acconpl i shed for force readi ness reasons. |t is al so essential that all
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reasonable efforts be nmade to afford protection and education to our other
healthcare beneficiaries on effective neans to contain this disease.

5. For nedical and public health purposes, an appropriate and vigorous
H V-1 and/or AIDS education program and voluntary H V-1 serol ogic screening
program shall be offered to all beneficiaries of the mlitary healthcare
system in accordance with published recommendations of the United States
Public Health Service and as indicated by standard nedical practice. HV-1
serologic screening shall be offered to beneficiaries presenting with
sexually transmtted diseases, at sexually transmtted disease clinics, wth
al cohol and drug abuse problens, at alcohol and drug rehabilitation units, at
prenatal clinics, and when clinically indicated.

6. Medi cal healthcare beneficiaries who are concerned about whether they
have been exposed to H V-1 should consult with [ocal DoD nedical personnel.
As is the procedure for other nedical problens (such as other sexually trans-
mtted di seases, cardiovascul ar di sease, breast cancer, and hepatitis), the
beneficiary may obtain an appointnent to discuss his or her concerns directly
wi th the physician. The appropriate supporting tests, including |aboratory
eval uation, shall be determ ned by the physician.

c. HEALTH EDUCATI ON

Heal th education shall be acconplished within the follow ng program
f ramewor k:

DoD HI V-1 AND/ OR AI DS | NFORMVATI ON AND EDUCATI ON PROCRAM FRANVEWORK

1. Goal Verification Assunpti ons
Reduction in occur- Statistics, as avail - All AD tested
rence of HV-1 infec- able, resulting from periodical ly.
tion in mlitary testing done by
personnel and ot her Servi ces.

DoD beneficiaries.

2. (hj ectives

a. Provide inform- DoD survey neasuring | nformati on, education
tion, education, know edge and atti - and behavi or - change
and behavi or change t udes about high-risk prograns pronote be-
prograns on the pre- behavi or . | dentified havi oral risk reduc-
vention of AlDS. prograns targeting tion; DoD survey
recruits at point shal | continue.
of entry; conmanders
and supervi sors; Mass nedia resources
personnel overseas, i ncluding print, radio,
al cohol and drug and television (1v)
orientations, the ROIC, are essential conpo-
and Service academ es. nents of a conprehen-

sive program

b. Inplenment pro- Survey measuri ng
grams to provide know edge and attitudes
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I nformation on the
prevention of H V-1
I nfection and Al DS
to students in DoD
school s.

¢c* Provide inform-
tion, education, and
notivation prograns
to those persons in-
fected or whose be-
havi or put them at
high risk of infec-
tion (to include

t hose who nust not

gi ve blood), target-
ing patients in sex-
ually transmtted

di sease clinics, drug
and al cohol treatnent

prograns, famly plan-
ning cl i nics, and
bl ood banks.

d. Provide infor-
mati on and educati on
prograns for health-
care personnel on

H V-1 and Al DS,
addressi ng the needs
of patients and
staff.

Activities
| nf ormati on, educati on,
and behavi or change

programs and resources
targeting:

about H V-1 infection

and AIDS. Curricul um
I ncl udes the prevetion
of HIV-1 infection.

Annual Servi ce-w de
assessnent of pro-
gram avail ability,
accessibility, and
utilization.

Eval uation by

Mlitary Services

of the extent to which
appropri ate healthcare
providers are integrat-
ed in the prevention
efforts.

Assessnent of know -
edge and programim
pl enment ati on by
physi ci ans, nurses,
dentists, and other
healthcare providers.

| dentified prograns
targeti ng healthcare
personnel, drug and

al cohol counsel ors,

and emnergency response
personnel .
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Requi res strong

| nvol venment of

medi cal , nursing,
drug and al cohol,

and dental personnel.

Key to changing atti-
tudes and/ or behav-
lors is the provision
of factual information
from persons in whom
the recipient has con-
fidence.

Healthcare provi ders
have current infor-
mati on about the

di sease. | nf ection
control training is
required.



d. Person-to-Person

(1) Persons in-
fected or at increased
risk (including famly
menbers).

(2) Patients seen
in sexually transmtted
di sease clinics, drug
and al cohol treatnent
prograns, prenatal
clinics, clinical |ab-
oratories blood banks,
famly planning clin-
i cs, and ot her appro-
priate group clinics
or classes.

(3) Cccupati onal
heal t h program patients,
particularly at-risk
occupati onal groups.

b. roups

Department of Defense
Dependents School s’

t eachers and students;
healthcare personnel;
comuanders and supervi sors;
drug and al cohol counsel ors;
enmer gency personnel :
police, fire, security,
etc.: healthcare bene-
ficiaries overseas:
recruits at points of
entry into the Services;
drug and al cohol orien-
tation and Service treat-
ment prograns; chapl ains;
parent, famly, and youth
support prograns; ROIC
and Service academ es;
famly and comunity
service centers; and
child care providers.
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c. WMass Media

Print nedia: news -
papers, journals. and
posters printed under
DoD sponsor shi p.

Radi o and TV.
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PROCEDURE FOR EVALUATI NG T- HELPER CELL COUNT

A ANALYTI CAL PROCEDURE

1. Each laboratory performng T-helper cell counts shall maintain a
current and conpl ete standard operating procedure manual. The absolute
T-hel per cell count is a product of the percentage of T-helper cells (defined
as CD4 positive |ynphocytes) and the absolute |ynphocyte level. The
percentage of CD4 positive |ynphocytes is determ ned by inmunophenotyping
blood cells using flow cytometry instrunentation. The absolute |ynphocyte
count is determ ned using henatol ogy instrunmentation.

2. Flow cytonetry instrunents shall be equi pped for two-color fluoro-
chrome analysis with an electronic conpensator to offset the spectral overlap
of the nobst commonly used fluorochromes, fluorescein, and phycoerythrin.

Addi tional ly, equipnment shall have logarithmc scale capability with a mn-
| mum neasured out put of 3 decades and shall provide sinultaneous 4-paraneter
anal ysis including right-angle light scatter, forward-angle light scatter,
green fluorescence, and red fluorescence.

3. Flowcytonetry analysis shall be capable of distinguishing between
the follow ng cell surface phenotypic expressions: CD2, CD3, CD4, CD8, CDl4,
CD45, and a B | ynphocyte marker of either CD19 or CD20 specificity. Al
nmonocl i nal antibody reagents shall be conjugated with either fluorescein iso-
t hi ocyanate or phycoerythrin. Due to the ready availability of directly con-
jugated nonoclinal reagents, no indirect staining procedures shall be used
for the above |ynphocyte markers. A nonoclinal antibody that does not uni-
versally identify CD4 cells in all specinens shall not be used for the deter-
mination of CD4 |ynphocytes. Only reagents with specificity to CD2, CD3,

CDh4, CD8, cbil4, €D19, CD20, and CD45 are acceptable under this procedure.

4. Bl ood specinmens for the absolute |ynphocyte count and |ynphocyte
| mmunophenot ype shall be drawn during the sane veni puncture between 0600 and
0900 hours. The absolute | ynphocyte count shall be perforned on an ethyl-
enedi am ne tetraacet ate anticoagulated whol e bl ood specinen within 4 hours of
speci men collection. The absolute |ynphocyte count shall be determned on an
aut omat ed hematol ogy instrument with a locally verified interrun and intrarun
coefficient of variation of less than 5 percent. The whole blood lysate
procedure shall be used for flow cytonmetry cell preparations. Flow cytonetry
speci nens shall be stained and 1ysed within a tinme period that has been
| ocal |y denonstrated to yield an overall cell viability greater than the 90

per cent. Bl ood speci nens shall be stained and 1ysed by a standard net hod
that shall be detailed in the director of the |aboratory’' s standard operating
procedure manual. All blood specinens for cell surface phenotyping shall be

anal yzed for nonspecific binding with vendor-nmatched, isotype-matched, and
conj ugat e- mat ched control anti body reagents for each test antibody used. As
this standard applies to |ynphocyte inmunophenotyping, |ynphocyte popul a-
tions shall be defined by those cells gated on forward- and right-angle Iight
scatter that are at |east 95-percent positive for CD45 (the brightest CD45
popul ation that is specific for |ynphocytes) and no nore than 5-percent
positive for CDl4,
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B. INTERNAL QUALITY CONTRO. PROGRAM

1. Each laboratory shall maintain a conprehensive internal quality
control program Mnimally, on eagh day of operation the follow ng flow
cytonmetry procedures or reagents shall be nonitored:

a. Optical focusing and alignnment of all Ienses and |Iight paths for
forward-angle light scatter, right-angle |ight scatter, red fluorescence, and

green fluorescence.

b. Fluorescent intensity beads, particles, or cells with fluores-
cence. i n the range of biological sanples.

c. Fluorescent conpensation beads, particles, or cells with fluores-
cence in the range of biological sanples.

d. A human bl ood control sanple.

2. Each laboratory shall establish tolerance limts for each of the
procedures or reagents in paragraphs B.l.,a. through B.1.d. of this enclosure,
above. Appropriate corrective action shall be taken and docunented when any
quality control reagent exceeds established tolerance limts. Routine
mai nt enance and function verification checks shall be acconplished
expediently. The laboratory director shall review corrective and quality
control records regularly.

co EXTERNAL QUALITY CONTRO. PROGRAM

The Arny is responsible for establishing and operating an external
quality control programto evaluate the results reported by the flow
cytonetry | aboratories. The external quality control program shall include a
hemat ol ogy survey to nonitor the performance of the absolute |ynmphocyte count
and a flow cytonetry survey to nonitor the performance of each
| munophenot ypi ng procedure.

D. RECORDI NG AND REPORTI NG DATA

The | aboratory director shall review and verify the reported results.
The | aboratory report shall contain data from which absolute and relative
val ues may be cal culated for each |ynphocyte subpopul ation along with locally
derived normal ranges inclusive of the fifth and ninety-fifth percentiles.
The | aboratory shall maintain permanent files of reports, internal and
external quality control records, and instrunment maintenance and perfornmance
verification checks.

E. PERSONNEL QUALIFICATIONS

1. The inportance of accurate flow cytonmetry determ nations requires
that all personnel involved with the flow cytonetry instrunentation be
properly trained.

2. The director of the flow cytonetry |aboratory shall hold a doctoral
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degree in a biologic science or be a physician, and shall possess experience
i n i mmunol ogy or cell biology.

3. A laboratory supervisor, if applicable, shall hold a bachelor’s
degree in a biological science and have at |east 2 years of experience in
flow cytonetry.

F. SAFETY

Al'l laboratories shall conply wth the biosafety |level 2 standards
establ i shed by the Centers for Disease Control. Al procedures having the
potential to create infectious aerosols shall be conducted within the con-
fines of a Cass Il biological safety cabinet. Al though certain specinen
processi ng procedures may inactivate infectious agents, all material shall be
treated as infectious throughout all procedures. Al material generated in
the processing and evaluation of blood specinens shall be decontam nated and
di sposed of according to established hazardous waste disposal policies.
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H V-1 TESTING OF DOD ClVIL|I AN EMPLOYEES

A Requests for authority to screen DoD civilian enployees for H V-1 shall
be directed to the ASD(FM&P). Only requests that are based on a host-nation
H V-1 screening requirement shall be accepted. Requests based on other con-
cerns, such as sensitive foreign policy or nedical healthcare issues, shall
not be considered under this Directive. Approvals shall be provided in wit-
ing by the ASD(FM&P). Approvals shall apply to all the DoD Conponents that
may have activities located in the host nation.

B. Specific HV-1 screening requirenments may apply to DoD civilian enpl oyees
currently assigned to positions in the host nation, and to prospective em

pl oyees. \When applied to prospective enployees, H V-1 screening shall be
consi dered as a requirenent inposed by another nation that nust be met before
the final decision to select the individual for a position or before approv-
ing temporary duty or detail to the host nation. The Departnment of Defense
has made no official commtment, for positions located in host nations with

H V-1 screening requirenents, to those individuals who refuse to cooperate

Wi th the screeningrequirenent or to those who cooperate and are di agnosed as
H V-1 seropositive.

c. DoD civilian enployees who refuse to cooperate with the screening
requi rement shall be treated, as foll ows:

1. Those who volunteered for the assignment, whet her pernmanent or tenpo-
rary, shall be retained in their official position wthout further action and
W t hout prejudice to enployee benefits, career progression opportunities, or
ot her personnel actions to which those enployees are entitled under appli-
cable law or regul ation.

2. Those who are obligated to accept assignnment to the host nation under
the terms of an enploynment agreenent, regularly scheduled tour of duty, or
simlar and/or prior obligation may be subjected to an appropriate adverse
personnel action under the specific terns of the enploynent agreenent or
other authorities that nmay apply.

3. Host-nation screening requirenents, which apply to DoD civilian
enpl oyees currently located in that country, also nust be observed. Appro-
priate personnel actions may be taken, w thout prejudice to enployee rights
and privileges, to conply with the requirenents.

D. Individuals who are not enployed in the host nation, who accept the
screening, and who are evaluated as H V-1 seropositive shall be denied the
assignnment on the basis that evidence of seronegativity is required by the
host nation. |If denied the assignment, such DoD enpl oyees shall be retained
in their current positions without prejudice. Appropriate personnel actions
may be taken, without prejudice to enployee rights and privileges, on DoD
civilian enployees currently located in the host nation. In all cases,

enpl oyees shall be given proper counseling and shall retain all the rights
and benefits to which they are entitled, including acconmodations for the
handi capped as in the ASD(FM&P) Menorandum and FPM Bul l etin 792-42
(references (k) and (l)), and for enployees in the United States (29 uU.S.C.
794, reference (n)). Non-DoD enpl oyees should be referred to appropriate
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support service organizations.

E. Sonme host nations may not bar entry to H V-1-seropositive DoD civilian
enpl oyees, but may require reporting of such individuals to host-nation
authorities. | n such cases, DoD civilian enpl oyees who are eval uated as

H V-1 seropositive shall be inforned of the reporting requirenments. They
shal |l be counseled and given the option of declining the assignnment and
retaining their official positions without prejudice or notification to the
host nation. |f assignment is accepted, the requesting authority shall

rel ease the H V-1 seropositive result, as required. Enployees currently

| ocated in the host nation nmay also decline to have seropositive results
released. | n such cases, they may request and shall be granted early return
at Governnent expense or other appropriate personnel action w thout prejudice
to enpl oyee rights and privil eges.

F. A positive confirmatory test by WB nust be acconplished on an individual
if the screening test (ELISA) is positive. A civilian enployee may not be
identified as H V-1 antibody positive, unless the confirmatory test (WB) is
positive. The clinical standards in this Directive shall be observed during
initial and confirmatory testing.

G Procedures shall be established by the DoD Conponents to protect the
confidentiality of test results for all individuals, consistent with the
ASD(FM&P) Menorandum and DoD Directive 5400.11 (references (k) and (n)).

H  Tests shall be provided by the DoD Conmponents at no cost to the DoD
civilian enpl oyees, including applicants.

|. DoD civilian enployees infected with H V-1 shall be counsel ed appro-
priately.
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Mar 19, 91
6485.1 (Encl 9)

PERSONNEL NOTI FI CATI ON AND EPIDEMIOLOGICAL | NVESTI GATI ON

A. PERSONNEL NOTI FI CATI ON

1. On notification by a medical health authority of an individual wth
serologic or other laboratory or clinical evidence of H V-1 infection, the
cognizant mlitary health authority shall undertake preventive nedicine
intervention, including counseling of the individual and others at risk of
i nfection, such as his or her sexual contacts (who are mlitary healthcare
beneficiaries), on transnmission of the virus. The cognizant mlitary health
authority shall coordinate with the mlitary and civilian blood bank
organi zations and preventive nedicine authorities to trace back possible
exposure through bl ood transfusion or donation of infected bl ood (ASD(HA)
Menorandum reference (0)) and refer appropriate case-contact information to
the appropriate mlitary or civilian health authority.

2. All individuals with serol ogic evidence of H'V-1 infection who are
mlitary healthcare beneficiaries shall be counseled by a physician or a
desi gnat ed healthcare provider on the significance of a positive antibody
test. They shall be advised as to the nmode of transm ssion of that virus,
the appropriate precautions and personal hygiene neasures required to mni-
m ze transm ssion through sexual activities and/or intimte contact with
bl ood or blood products, and of the need to advise any past sexual partners
of their infection. Wnen shall be advised of the risk of perinatal trans-
m ssion during past, current, and future pregnancies. The infected individ-
uals shall be informed that they are ineligible to donate blood and shall be
pl aced on a permanent donor deferral [ist.

3. Service nenbers identified to be at risk shall be counsel ed and
tested for serologic evidence of H V-1 infection. Oher DoD beneficiaries,
such as retirees and famly nenbers, identified to be at risk shall be
informed of their risk and offered serologic testing, clinical evaluation,
and counseling. The names of individuals identified to be at risk who are
not eligible for mlitary healthcare shall be provided to civilian health
authorities in the local area where the index case is identified, unless
prohi bited by the appropriate State or host-nation civilian health author-
ity. Such notification shall conply with the “Privacy Act of 1974” (Pub. L.
No. 93-579(1974), reference (p)). Anonymty of the H V-1 index case shall be
mai ntai ned, unless reporting is required by civil authorities.

4. Blood donors who denonstrate repeatedly reactive ELISA tests for
H V-1, but for whom WB or other confirmatory test is negative or indeter-
m nate, and who cannot be reentered into the blood donor pool shall be

appropriately counsel ed.

B. EPIDEM OLOd CAL | NVESTI GATI ON

1. Epidemiological investigation shall attenpt to determ ne potenti al
contacts of patients who have serologic or other |aboratory or clinical evi-
dence of H V-1 infection. The patient shall be informed of the inportance of
case-contact notification to interrupt disease transm ssion and shall be
informed that contacts shall be advised of their potential exposure to
HV-1. Individuals at risk of infection include sexual contacts (male and
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female); children born to infected nothers; recipients of blood, blood prod-
ucts, organs, tissues, or spernm and users of contam nated intravenous drug
paraphernalia. Those individuals determned to be at risk who are identified
and who are eligible for healthcare in the mlitary nedical system shall be
notified. Additionally, the Secretaries of the MIlitary Departnments shall
provide for the notification, either through local public health authorities
or by DoD healthcare professionals, of the spouses of Reserve conponent mem-
bers found to be H V-1-infected. Such notifications shall conply wth the
“*Privacy Act of 1974*’ (Pub. L. No. 93-579(1974), reference (p)). The
Secretaries of the Mlitary Departments shall designate all spouses
(regardless of the Service affiliation of the H V-1-infected Reservist) who
are notified under this provision to receive serologic testing and counseling
on a voluntary basis from MIFs under the Secretaries’ of the Mlitary
Departnments jurisdiction.

2. Communi cabl e di sease reporting procedures of civil authorities shall
be followed to the extent consistent with this Directive through Iiaison
between the mlitary public health authorities and the appropriate |ocal,
State. territorial, Federal, or host-nation health jurisdiction.
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Mar 19, 91
6485. 1 (Encl 10)

RETENTI ON AND SEPARATI ON

A. RETENTI ON

1. AD Service nenbers with serologic evidence of H V-1 infection shall
be referred for a nedical evaluation for docunentation of fitness for con-
tinued service in the sane manner as personnel with other progressive ill-
nesses. Eval uation shall be conducted in accordance with the standard clin-
| cal protocol, as described in enclosure 2. Service nenbers with serologic
evidence of H V-1 infection who are evaluated as physically fit for duty may
not be separated solely on the basis of serologic evidence of H V-1 infection.

2. Reserve conponent nenbers with serologic evidence of H V-1 infection
are ineligible for extended AD (for a period of nore than 30 days) except
under conditions of nobilization. Reserve conponent nenbers who are not on
extended AD or who are not on extended full-tine National Guard duty, and who
show serol ogic evidence of H V-1 infection, nmay be transferred involuntarily
to the Standby Reserve only if they cannot be utilized in the Selected
Reserve, as determ ned under subsection F.16. of the main body of this
Directive above.

B. SEPARATION

1. AD Service nmenbers who are infected with HV-1 and are determned to
be physically unfit for further duty shall be retired or separated in accord-
ance with the policies in pob Directive 1332.18 (reference (Q)).

2. AD Service nenbers with serologic evidence of H V-1 infection who are
found not to have conplied with lawfully ordered preventive nedicine proce-
dures for individual patients are subject to appropriate admnistrative and
di sciplinary action, which may include separation.

3. Separation of AD Service nenbers wth serologic evidence of H V-1
I nfection under the plenary authority of the Secretary of the Mlitary
Department concerned, if requested by the Service nenber, is permtted.

4, Reserve nenbers wth serologic evidence of H V-1 infection may be
transferred to the Standby Reserve or separated when they fail to provide
fromtheir civilian physician an evaluation conformng to the protocol
described in enclosure 2. Transfer or separation may occur only after the
Service nenber has been allowed a reasonable period of tinme, as determ ned by
the Secretary of the MIlitary Departnent, to respond to such requests. If
separated, the characterization of service shall never be |less than that
warranted by the Service nmenber’s service record.

5. AD Service nmenbers determned to have been infected wth HV-1 at the
time of enlistnment are subject to discharge for erroneous enlistnent.
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